


UNITED STATES DISTRICT COURT
SQUTHERN DISTRICT OF FLORIDA

Case No. 01-6194-CIV-DIMITROULEAS
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ANDR.X PHARMACEUTICALS ‘LNC
Plamu ff,

XY
'BIOVAIL CORPORATION
INTERNATIONAL,

Defendant, . .
and "

TOMMY G. THOMPSON, Secretary; -
" U.S. Depariment.of Health and Human"
-Services, BERNARD A. SCHWETZ,
‘D.V.M., PiiD., Acting Principal Deputy
ACommlssmner, U.S.FoodandDrug- - -

Administration;’ and'U.5, FOOD AVD o
DRUG ADMINISTRATION o

Addxuonal Defendants

-
-

elopmcm in the above-

sltibn with respect to the

Jsmon to,Andrxs motion

clﬁi_nﬁ'agéinst the fedmf .




V;regulanons bdsed on Blo» zul s dec]arauon that the patent covers a fomlul

"}mouon t‘or prchmmary m_;uncuon FDA has. cnrefu((y revle\wed Bi

-t recently rewscd its’ manufnctunng proccss for

©is "broad enough 6 cover bazh vetsmns ot‘ the pmduct. ie, wheth

defendants and that Andrx had failed to show that FDA's actions in listing patem ‘463, or its

‘ mlv:rpretanon af'the relevam sta:utory prov:sxons and regulanons was un.rcasonab!a

In pamcuinr FDA eﬂplamed that thc agcncy hsled the ‘463 patem pu' suant to 1he statute and

tion of Tiazac® that is

""cun"cmly approvc_d by FDA. §gg Memor'andum ,of Federal Defcndams, m'6-9 & Ex. B. Because -

Andrx challenged this listing in -accordance with the FDA regulations, the agency sought

_ cpnﬁn’haﬁon from Biovail ihat the '463- patent "claims the drug product an/d’_fnnnulation approved

in the Tiazac® NDA. [new drug application].™ 'Id. at 8 8.. 'Exil’ib‘ils 'C,.-D. After Andrx filed the

| “current Jawsuit. and Biovail had not respcmded to the agency‘s confirmation request, FDA asked

Biovail to notxfy the agency if it was mlstaken in its understandmg that the '463 patent claimed

Txazac@.v _ _g. at9-10 & Ex. E. Blovml,ds_d not reSpond Lo.the agency's request.-" Thus, based on

Biovail's declaration and its handling of FDA's confinnation requests, Biovail appeared to indicate:

 that the '463 pa:e.i‘t"claimed" !hé-appro';/ed_ dni_g productfriaz;-;c@f f_i L

On: Monday, February ”6 howewer Blovaxl hled lts memorandum in opposmon to Andr\c s

Ivml s slatcments in its

» mcmorandum aud 1he facts alleged in. us supporung declarm:ons ln p.mlcular, Blovml stated (hax

k. mzac@"'so (har. ! ! p rcent (bywezght) of the

dllnazem hydrochlonde {acme mgrcdlem] is now outsrde the coat:d beads wnhm each capsule

‘S___onvml Mcmorandum at ,:-4 Declaratzon of‘ Paul Maes ("Macs Dccla tion )at W4 5. Blovaxl

o funher asserted that the hew Drug Apphcanan {"\JDA”) l‘or Tia.zac®. Tproved by FDA in }995

" produced usmg the old"

' 'manufacmnng method or xhe new one" and tha: onva:l would adv;se FD Aof ihls change imits next

e j-.mnual rcpon Sg; onvaxl Memorandum at4 Maes Dcharauon atﬂ 6, -', Dcclaranon of J ohn R




subimitted declarauons that the *463. pazem does not claim the dru produc

. _ mfumlatlon mlts declaratxon fo ﬁlm

- the Orange Book ’l'o the extent the NDA holdct and apphcam with 2

Apphcatlou ("ANDA")-dlsagre abn

o lxuganon wuhout FDA as ‘a [

Markus ("Markus Dcclaratxon“) at gy 6.

FDA was: unaware of this. chauge . sh:. manufactunng and. f'ormulauon of Tmzac@ until

Bmvm\’s‘rcvclauon in, ns declarauons and suppomng memorandum Comrary 0. meads
.assemons FDA behe»es that the changes in formulatron and’ manufactunn of Tiazac® described
-by B:ovm] are not-in fact covered by the approved NDA for Tmzac@ Bascd on the information

sublmtted by B:ovad 1o~ thxs Court, FDA has prehmmanly concluded tTal Blovanl must file a

. shpp'lemcmto us-NDA' for agency.approvalfbefore itcan dxsmbutc the drug j:)duct with the revised

anuf'actunng pracesses and new formulatton F urthermore, i now: appe from Biovail's newly

as originally approved, ~

vmue of Biovaii’s own

statements, FDA is now of me vxcw that thc ‘463 patent does not claxm th appto»ed drug product

but only claims thc product in- ﬂs rewsed ( and unapprovcd) form. Thus, b)}

"11 is l'mportant to-note thul-F DA’s posmon does nm in any way conflict wuh the approach sct

as reqmrcd by the stalute and ﬂterefore cannotbe hsted in the Orange Bzik for T!azac®

forth inits supponmg mr..morandum AS FDA e\plamed once an NDA holderprovides the required

:,Apatent w ith the agency, FDA lhe {ists that information in.
v{ Abbrevaaled New Drug.

produc: at issue- undcr pa(ent law doctnne, the pn vate pames can resolve this patem issue. in-

'hether the pat.ent actually ::}ims the approved drug

'y' §___Memorandum of Federal Defe ants at 14-16.- Howe&er,_

W here ani NDA holder in a lawsuu makes subsequem rcptesemauons that show on their face that xhe -

palent whlch allegedIy cla.lms the apprmed drug producl at issue ac ually c!axms a dxfferem .

S unapproved, fom’:ulauon of the product hcn it 15 proper and necessary Fur the agcncy to rcconSIderi"“




Because the issue of the legality of the listing of the '463 patent isrcurrently before this Court,

FDA has deferred takmg any action with: respect to the '463 patent so as not 10 interfere. with the

Court s con&derat:on of this i 1ssue and in orderto pemnt all pames to.be heard. The govemmém

will be prepared to explam the- agencfs position m more -detail at the hearing and to file

supplemental briefs, if necessary. ~Furtherrnore,'FDA is aware that there

‘the parties, such'as jurisdiction, that the Court-may wishto consider be

ft

qre other issues raised by

Ire teaching the merits of

Andrx’s clains against Biovail conceruing the listing of the-patent. - Thus, FDA will defer to the

or Counse)
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